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Reissue Application No. 10/816,376 
Supplemental Response filed 6/22/05 fWding executed Aronhime 1.132 Declaration 

Attorney Docket: 1662/492021 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE CEwSf FSl^ 0 

CENTRAL FAX CENTER 

AUG 2 2 2005 



Reissue of U.S. 6,365,574 B2 
In Re Reissue Application of. 



Confirmation No.: 9531 



Applicant: 
Serial No. 
Filed: 

Group Art Unit: 
Examiner: 



Claude SINGER et al. 
10/816.376 
April 2. 2004 
1623 

E. Peselev 



I hereby certify thet thl* correspondence is seliej 
facsimile traesmrtted to the United stetce Patent sod 
Trademark Office, facebnae bam ber (7ti) S72-93es, 
ee Aoguet 22, 201 




For: ETHANOLATE OF AZITHROMYCIN, PROCESS FOR MANUFACTURE. 
AND PHARMACEUTICAL COMPOSITIONS THEREOF 



SUPPLEMENTAL RESP ONSE FORWARDING EXECUTED DECLARATION OF 
JUDITH ARONHIME PURSUANT TO 37 C.F.R. S 1.132 

Mail Stop REISSUE 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Sir: 

Further to the supplemental response filed by facsimile on August 19, 2005, Applicants 
now submit the executed 37 C.F.R. § 1.132 declaration of Dr. Judith Aronhime. 

No fee is believe due in connection vvith this filing. However, the Commissioner is 
hereby authorized to charge any payment due in connection with the filing of these papers to 
Kenyon & Kenyon's Deposit Account No. 11-0600. 
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Reissue Application No. 10/818,376 
Supplemental Response filed B/22/05 Iwding executed Aronhlme 1.132 Declaration 

Attorney Docket 1682/492021 

The Examiner is invited to contact the undersigned to discuss any concern that would 
expedite the handling of this application. 



Respectfully submitted, 



Date: August 22, 2005 




KENYON & KENYON 
1 500 K Street, N.W. ■ 
Washington, D.C. 20005-1257 
Phone: (202)220-4200 
Fax: (202) 220-4201 
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Teva Pharmaceutical Industries ltd. ^ | \ /\ I 
API DIVISION *~ ~ 

rsd department W; 9724.925-5374 

Fax: 972^921-1913 

To: Mrs. Hanna Judelman date redactQ d 

From: Dr. Judith Aronhime, Sol.d State Characterization 
Manager 

AZYHTROIWYCIN ETHAMrti at* 
SINGLE CRYSTAL AMAI vara 

A single crystal analysis of Azythromydn ethanclate was performed at the 
Beer Sheva University by Dr. Arkady Ellem. 

His study shows that the crystal structure of Azythromydn ethanolate contains 
two crystallography non-equlvalent molecuies of Azythromydn In the 
asymmetric unit, two ncn^rystallographically equivalent macules cf water 
and one molecule of ethanol. The crystals are monocllnlc, space group P2 < 
with Z=4 (molecules of Azythromydn). 





ORTBt» diaeram of one of the Azytbnany^ molecule ta ^ Ksynmnt[lt ^ 
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The first Achromycin molecule In the asymmetric unit coordinates with two 
molecules of water, through an intermolecular interaction. 




050 



^cooni^ of two wier molecules whh one of theAzythromyoln ■nolacule, fa 

71. gM ^ "™ Pt fomiD 5 hydrogen bond, wftn w*or tnoJccules omitted for 

clarity. Tne distances shown with daahad lines are 01 W... H49 2.04A, 02W... H50 1.97 A. 
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The second Achromycin molecule coordinates with one ethanol molecule 
through an hydrogen bond. 




£^S?° f ^" m ^ e ^ ,e "I* A^yihromyob. All the hydrogen atoms of Azytfaroinycm hBve 
been omitted &r clarity. He distance HMC....048* (shown wife dotted Hue) is eqaaMo^EX 
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Tel: 972-3-926.5574 
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The Azythromycin single crystal data indicate that the crystal is hemi- 
ethanolate and monohydrate at the same time. 





Sincerely, 



Dr. Judith Aronhlme 



mEim 
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